United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/815.925 



04/02/200-1 



5487 7590 02/ 

ANDREA Q. RYAN 
SANOFI-AVENTIS U.S. LLC 
1041 ROUTE 202-206 
MAIL CODE: D303A 
BRIDGEWATER, NJ 08807 



DHAV 1993/15005 US ('NT 



FETTEROLF, BRANDON J 



PAPER NUMBER 



NOTIFICATION DATE | DELIVERY MODE 
02/12/2009 ELECTRONIC 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the 
following e-mail address(es): 

USPatent.E-Filing @ sanofi-aventis.com 
andrea.ryan@sanofi-aventis.com 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/815,925 


Applicant(s) 

BOSSLET ET AL. 


Examiner 

BRANDON J. FETTEROLF 


Art Unit 

1642 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
O R 1.17(c), w as filed in this application after final rejection. Since this application is eligible for 
continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been timely 
paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on 12/16/2008 has been entered. 

Claims 1-7, 9, 12 and 15-16 are currentiy pending and under consideration. 

Rejections Withdrawn: 

All previous rejections have been withdrawn in view of Applicants amendments. 

New Rejections: 

Claim Refections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Claims 1-7, 9, 12 and 15-16 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The Written Description Guidelines for examination of patent applications indicates, "the 
written description requirement for a claimed genus may be satisfied through sufficient description 
of a representative number of species by actual reduction to practice, or by disclosure of relevant, 
identifying characteristics, i.e., structure or other physical characteristics and/ or other chemical 
properties, by functional characteristics coupled with a known or disclosed correlation between 
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function and structure, or by a combination of such identifying characteristics, sufficient to show 
applicant was in possession of the claimed genus." (Federal register, Vol. 66, No. 4, pages 1099- 
1111, Friday January 5, 2001, see especially page 1106 column 3) and (see MPEP 2164). 

The claims encompass a compound comprising a bifunctional fusion glycoprotein or 
bifunctional glycoprotein conjugate, the compound comprising a carbohydtate complement, and at 
least one first portion which possess enzymatic activity; and at least one second portion which binds 
specifically to an epitope of a tumor-specific antigen, wherein said second portion is not an antibody 
or antibody fragment. The claims further limit the tumor antigen to be selected from the group 
consisting of consisting of CEA, N-CAM,.N-cadherin, PEM, GICA, TAG-72, TF.beta., GM3, 
GD3, GM2, GD2, GT3, HMWMAA, pMell 7, gpl 13 (Mucl 8), p53, p97, M.AGE-1, gpl05, erbB2, 
EGF-R, PSA, trans ferrin-R, P.glycoprotein and cytokeratin. Thus, the claims encompass a genus of 
molecules defined solely by its principal biological property, which is simply a wish to know the 
identity of any material with that biological property. Accordingly, there is insufficient written 
description encompassing a "second portion that binds to a specific epitope on a tumor antigen, 
wherein the second portion is not an antibody or antibody fragment" because the relevant 
identifying characteristics of the genus such as structure or other physical and/ or chemical 
characteristics of " this second portion which is not an antibody " are not set forth in the specification 
as -filed, commensurate in scope with the claimed invention. For example, the specification teaches 
that the general utility of the invention was verified using four different chemical compositions, 
namely, a xenogenic antibody-enzyme conjugate, a humanized two chain fusion protein, a 
humanized single chain fusion protein and a xenogenic single chain fusion protein (page 10, lines 24- 
28). However, all of these chemical compositions comprise either an antibody or an antibody 
fragment. In particular, the specification appears to be silent on any other second portion which 
binds specifically to an antigen on a tumor cell. Vas-Cath Inc. v. Mahurkar . 19 USPQ2d 1111, 
makes clear that "applicant must convey with reasonable clarity to those skilled in the art that, as of 
the filing date sought, he or she was in possession of the invention. The invention is, for purposes 
of the 'written description' inquiry, whatever is now claimed." (see page 1117). The specification 
does not "clearly allow persons of ordinary skill in the art to recognize that [he or she] invented what 
is claimed." (see Vas-Cath at page 1116). 
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Adequate written description requires more than a mere statement that it is part of the 
invention and reference to a potential method for isolating it. See Fiers v. Revel . 25 USPQ2d 1601, 
1606 (CAFC 1993) and Amgen Inc. v. Chugaj Pharmaceutical Co. Ltd. . 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddles v.Baird . 30 USPQ2d 1481, 
1483. In Fiddles v. Baird . claims directed to mammalian FGF's were found unpatentable due to lack 
of written description for the broad class. The specification provided only the bovine sequence. 
Thus, the specification fails to describe these DNA sequences. The Court further elaborated that 
generic statements are not adequate written description of the genus because it does not distinguish 
the claimed genus from others, except by function. 

Per the En%p court's example, (Ens(p Biochem, Inc. v. Gen-Probe Inc., 63 USPQ2d 1609 (CA FC 
2002) at 1616) of a description of an anti-inflammatory steroid, i.e., a steroid (a generic structural 
term) couched "in terms of its function of lessening inflammation of tissues" which, the court 
stated, "fails to distinguish any steroid from others having the same activity or function" and the 
expression "an antibiotic penicillin" fails to distinguish a particular penicillin molecule from others 
possessing the same activity and which therefore, fails to satisfy the written description requirement. 
Similarly, a second portion which binds to an epitope on a tumor cell which is not an antibody or 
fragment, e.g., a non-antibody, does not distinguish any a particular non-antibody active ingredient 
from others having the same activity or function and as such does not satisfy the written-description 
requirement. Applicant has not disclosed any relevant, identifying characteristics, such as structure 
or other physical and/ or chemical properties, sufficient to show possession of the claimed genus. 
Mere idea or function is insufficient for written description; isolation and characterization at a 
minimum are required. A description of what a material does, rather than what it is, usually does not 
suffice. Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 

In the absence of structural characteristics that are shared by members of the genus of a 
"second porition, which is not an antibody" useful for binding to an epitope on a tumor cell; one of 
skill in the art would reasonably conclude that the disclosure fails to provide a representative number 
of species to describe the genus. Thus, Applicant was not in possession of the claimed genus. See 
University of California v. Eli Lilly and Co. 119 F.3d 1559, 43 USPQ2d 1398 (Fed. Cir. 1997). 
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Therefore, NO claim is allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to BRANDON J. FETTEROLF whose telephone number is (571)272-2919. 
The examiner can normally be reached on Monday through Friday from 7:30 to 4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Larry Helms can be reached on 571-272-0832. The fax phone number for the organization w here 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available dirough Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Brandon J Fetterolf 
Primary Examiner 
Art Unit 1642 

/Brandon J Fetterolf/ 

Primary Examiner, Art Unit 1642 



